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Abstract
OBJECTIVE: To evaluate the effect of acupuncture
on the quality of life in patients with depression by
clinical randomized single-blind placebo-con-
trolled study.
METHODS: one hundred and sixty-three cases of
depression according with the inclusion criteria
were randomly divided into a group of acupunc-
ture dredging liver and regulating flow of theoso-
phy (group 1), a group of acupoint shallow stab
(group 2) and a group of non-acupoint shallow
stab (group 3) at 1∶1∶1 ratio, and treated with acu-
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puncture, moxibustion, and intradermal embed-
ding of needle, twice a week, for a total of 12 weeks.
Scale of Quality of Life (SF-36) was used to measure
the scores at four different time points and evalu-
ate the effect of acupuncture on the quality of life
of the patients with depression.
RESULTS: At each time point after treatment, in
scores of the 8 items, physical function, physical
role, bodily pain, general physical condition, ener-
gy, social function, emotional function and mental
health there were statistically significant differenc-
es among the 3 groups (P < 0.0125).
CONCLUSION: Acupuncture can effectively im-
prove the quality of life of patients with depression.
© 2016 JTCM. All rights reserved.
Key words: Acupuncture; Moxibustion; Intrader-
mal needle therapy; Depression; Quality of life; Ran-
domized controlled trial
INTRODUCTION
Depression is characterized by mental retardation, in-
terest blank, hypoactivity, accompanied by anxiety, loss
of appetite, sexual dysfunction, sleep disorders and oth-
er symptoms.1 "World Health Report 2001" published
by the World Health Organization points out that the
global depression incidence rate is about 11% , being
the world's fourth largest disorder, and till 2020 it will
be second, only next to ischemic heart disease.2,3 For
treating depression, antidepressant drugs are common-
ly used in modern medicine, but they have the side ef-
fect of drug resistance. Acupuncture treatment for de-
pression has a definite effect with few side effects, so
the World Health Organization (WHO) recognizes
that acupuncture treatment has advantages for depres-
sion. Acupuncture treatment can dredge meridians and
activate collaterals by stimulating some specific acu-
points. The heat effect of moxibustion can directly en-
hance the immunity of human body and the sustained
stimulation of intradermal embedding needle in acu-
points can consolidate the curative effect. In this trial,
these three treatment methods were combined together
to treat the disease, so as to improve the life quality of
the patient, with the long-term curative effect.
MATERIALS ANDMETHODS
Subjects
From January 2010 to December 2010, adult patients
of depression receiving acupuncture treatment in the
Guangdong Provincial Hospital were included in this
study. All participants gave a signed informed consent.
Diagnostic criteria
Diagnostic criteria of Western Medicine for depression
were stipulated in reference to the Chinese Classifica-
tion and Diagnostic Criteria of Mental Disorders is-
sued by the China Society of Psychiatrics, the third edi-
tion (CCMD-3),4 and Traditional Chinese Medicine
(TCM) syndrome differentiation was adopted in refer-
ence to the Criteria of TCM Syndrome Differentiation
and Therapeutic Effects issued by the State Administra-
tion of TCM in 1995.
Inclusion criteria
The patients who met the following criteria were in-
cluded: (a) mild to moderate depression (20 points <
HAMD 24-item version score < 35 points) according
to Western diagnostic criteria of depression; (b) melan-
cholia with liver Qi stagnation according to the diag-
nostic standards of Chinese medicine; (c) conscious-
ness with no aphasia and mental retardation, and able
to understand the Scale of Quality of Life (SF-36) and
the treatment; (d) aged over 18 years and less 70 years;
(e) had not used antidepressants for two weeks; (f )
signed the written informed consent form.
Exclusion criteria
The following patients were excluded: (a) the patient
had schizophrenia, affective psychosis, reactive depres-
sion, neurasthenia, somatic diseases, etc; (b) the patient
of severe depression (HAMD 24-item version score >
35 points); (c) the patient was diagnosed as melancho-
lia with heart and spleen deficiency; (d) the patient
aged less than 18 years and more than 70 years; (e) the
patient had epilepsy, and serious diseases of cardio-cere-
bral blood vessels, liver, kidney, hematopoietic system
and gastrointestinal tract; (f ) the patient was pregnant
women; (g) the patient took antidepressants in last
weeks; or (h) the patient had more than once clinical
trials for depression.
Criteria of dropout
The patients were removed from the trial if they: (a)
had poor compliance without treatment according to
medical advice; (b) refused to continue treatment due
to poor efficacy; (c) could not be contacted due to
changes of address and telephone number during fol-
low-up; (d) refused to follow-up study for personal rea-
sons; or (e) had acupuncture and acupuncture-related
adverse reactions and refused the treatment.
Estimation of required size of samplesAccording to the
sample size estimation formulas:
n = , 41 cases each group were esti-
mated and considering the maximum allowable
drop-off rate of 15% in the observation process, ulti-
mately the sample size of 165 cases was estimated.
Randomization and blinding methods
The subjects were divided into 3 groups at 1∶1∶1 ra-
tio: a group of acupuncture dredging the liver and regu-
lating the flow of theosophy (group 1), a group of acu-
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point shallow stab (group 2) and a group of non-acu-
point shallow stab (group 3). For the randomized con-
trolled trial design, the 165 samples were numbered
and inputted PEMS 3.1 (West China Center of Medi-
cal Sciences, Sichuan) package to produce the sequence
number and grouping. The computer output produced
a random card, which was placed into opaque sealed
envelopes, and random sequences were written on the
envelope.
Acupuncturists knew grouping of the subjects, but the
subjects were unable to distinguish the difference of
the 3 groups. The persons for efficacy evaluation did
not participate in the course of treatment and did not
know the grouping of the subjects.
Treatments
The acupuncture points were located in reference to
the Color Atlas of Acupuncture Points edited by Tradi-
tional Chinese Medicine Press in 2002.5 All the treat-
ments were carried by acupuncturists with clinical phy-
sician certificates and more than three years work expe-
rience, at room temperature of 28℃.
Group 1: for acupuncture treatment, 0.35 mm× 25 mm
filiform needles were used. After disinfection, acupunc-
ture was given at Hegu (LI 4) and Taichong (LR 3) in-
to a depth of 10-12 mm, with a lifting-thrusting and
twisting method to get needing sensation (De Qi).
Then the needle was inserted into Baihui (GV 20) at a
30- degree angle with the scalp to a depth of 4-5 mm,
and for needling Yintang (EX-HN 3) the needle was in-
serted into a depth of 4-5 mm at a 30-degree angle
with the forehead. The needles were retained for 30 min
and the patients took a deep breath with the nose. The
treatment was given more than 2 times a week with an
interval > 48 h between treatments, for a total of 12
weeks. After acupuncture treatment, moxabustion with
a conical moxa cone of 1 cm in diameter and 1 cm in
highness was given on the selected points applied flow-
er oil, Geshu (BL 17), Danshu (BL 19). When the
moxa cone was burned out 2/3 and the patient had
warm or mild burning sensation, it was removed, five
cones for each acupoint, twice a week with an inter-
val > 48 h between treatments, for a total of 12 weeks.
Then, intradermal embedding of needle was applied to
Xinshu (BL 15), Ganshu (BL 18), with the needle
body embedded into 5 mm, twice a week with an inter-
val > 48 h between treatments, for a total of 12 weeks.
Group 2: acupuncture was applied to Hegu (LI 4), Ta-
ichong (LR 3), Baihui (GV 20), Yintang (EX-HN3)
with the same method as the group 1, but the depth of
the needle inserting into Hegu (LI 4), Taichong (LR
3), Yintang (EX-HN 3) were 2-3 mm, with no twist-
ing-lifting and thrusting. Then, moxibustion was given
on Geshu (BL 17), Danshu (BL 19) with the same
method as the group 1, but moxa cone was burn nearly
1/3 and when the patient did not have warm feeling,
the moxa cone was removed. Finally, intradermal em-
bedding of needle was applied to Xinshu (BL 15),
Ganshu (BL 18), with the same methods as the group
1, but the needle body only was inserted into a deep of
1-2 mm.
Group 3: acupuncture was given at radial side 10 mm
of Hegu (LI 4) and 10 mm lateral to Taichong (LR 3)
on both sides, left 10 mm from Baihui (GV 20), left
10 mm from Yintang (EX-HN 3), with the same opera-
tion method as the group 2. Then, moxibustion was ap-
plied on 10 mm lateral to Geshu (BL 17) and 10 mm
lateral to Danshu (BL 19) on both sides, with the same
operation method as the group 2. Finally, the intrader-
mal needle was embedded into 10 mm lateral to Xins-
hu (BL 15) and 10 mm lateral to Geshu (BL 17) on both
sideswith the same operationmethod as the group 2.
Outcome measures
Demographic data included date of birth, age, gender,
height, weight, family history, education level, occupa-
tion, healthy care, living habits, sleep habits, medical
history characteristics and treatment history.
SF-36 Quality of Life Scale Short Form Health Ques-
tionnaire developed by the Boston Institute of Health
in the United States, is widely used in the measure-
ment of quality of life for the general population, evalu-
ation of clinical trial results and health policy assess-
ment.6 The Chinese version translated by Sun Yat-sen
University is used in this study. The higher score of
each item indicates the better therapeutic effect of the
quality of life.
Adverse reactions were in detail recorded to determine
its relationship with the treatment.
Follow-up
After treatment for one month and three months, they
were followed up 2 times to observe the efficacy index-
es, respectively.
Statistical analysis
SPSS 18.0 statistical software package (IBM, SPSS Da-
ta Collection, Guangzhou, China) was used for statisti-
cal analysis of all the data. Descriptive statistics was
used for calculation of the data, min, max and M. The
paired t-test was used for the comparison between
groups. When the variance was homogeneous, analysis
of variance was used for the comparison between the
two groups after treatment and at the observation time
points. Wilcoxon rank sum test was used for non-nor-
mal distribution and heterogeneity of variance, and χ2
test was used for enumeration data. The baseline test lev-
elα=0.1; the significance levelα=0.05; rateα=0.0167.
RESULTS
Selection of subjects
In this study, 163 subjects were included and ultimate-
ly 20 cases were dropped, the dropout rate being
12.3 % . Among them, 6 cases were dropped in the
group 1 (3 cases could not be treated on time due to
work and other personal events; 1 cases took unauthor-
ized antidepressants during the trial; 2 cases due to
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fainting after treatment); 8 cases in the group 2 (4 cas-
es could not be treated on time due to work; 2 cases
took unauthorized antidepressants, 2 cases lost contact
due to changes of address or telephone number); and 6
cases in the group 3 (5 cases did not take the autho-
rized antidepressant medicine during the trial, one case
lost contact) (Figure 1).
Comparison of baseline data among the 3 groups
Among the three groups of patients in age, height,
weight, duration of illness, gender, education level, oc-
cupation, habits, treatment of Western Medicine, and
acupuncture treatment there were not statistically sig-
nificant differences (P > 0.05). In the health care, fami-
ly history and psychological treatment (less than 5 in
the theoretical number of Fisher's exact test) among
the three groups there were not statistically significant
differences (P > 0.05) (Tables 1, 2).
Comparison of SF-36 scores before treatment among
the 3 groups of patients
Before treatment among the three groups of depression
Table 1 Baseline data of the three groups of patients with depression ( xˉ ± s)
Item
Age (year)
Height
(centimeter)
Body
weight
(kilogram)
Duration of
illness (month)
Group
1
2
3
1
2
3
1
2
3
1
2
3
n
47
48
48
47
48
48
47
48
48
47
48
48
Score
39±12
42±13
41±13
164±7
163±7
165±8
58±8
55±10
59±10
25±25
25±26
34±21
95% CI
Lower limit
35.35
38.01
37.16
162.29
161.34
163.02
55.81
52.64
55.94
17.82
17.24
28.50
Upper limit
42.65
45.78
44.63
166.52
165.33
167.69
60.75
58.18
61.84
32.54
32.60
40.41
Min
18.0
19.0
21.0
150.0
150.0
150.0
43.0
40.0
39.0
0.5
0.6
4.0
Max
67.0
70.0
68.0
180.0
178.0
182.0
75.1
80.0
78.0
90.0
110.0
99.0
F value
0.62
0.90
1.87
2.43
P value
0.54
0.41
0.16
0.09
Notes: group 1: a group of acupuncture dredging the liver and regulating the flow of theosophy; group 2: a group of acupoint shallow stab;
group 3: a group of non-acupoint shallow stab.
Treated patients
(n = 339)
Excluded (n = 176)
Meeting the inclusion criteria
(n = 163)
Randomization
Group 1 (n = 53) Group 2 (n = 56) Group 3 (n = 54)
Off (n = 6) Off (n = 8) Off (n = 6)
Group 1
(n = 47)
Group 2
(n = 47)
Group 3
(n = 48)
Figure 1 Flow chart of subject selection
In this study, 163 subjects were included and ultimately 20 cases were dropped, the dropout rate being 12.3%. Among them, 6
cases were dropped in the group 1 (3 cases could not be treated on time due to work and other personal events; 1 cases took un-
authorized antidepressants during the trial; 2 cases due to fainting after treatment); 8 cases in the group 2 (4 cases could not be
treated on time due to work; 2 cases took unauthorized antidepressants, 2 cases lost contact due to changes of address or tele-
phone number); and 6 cases in the group 3 (5 cases did not take the authorized antidepressant medicine during the trial, one
case lost contact).
Analysied (n = 142)
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patients in the scores of the SF-36 Scale there were no
significant differences (P > 0.05), suggesting that the
three groups were comparable (Table 3).
Comparison of SF-36 Scale scores at each time point
after treatment among the three groups of patients
After treatment, the scores of the eight items in the
SF-36 Scale at each time point increased significantly
in the 3 groups (all P < 0.05), with statistically signifi-
cant differences as the group 1 compared with the
group 2 and the group 3 , respectively (all P < 0.0125).
While one and three months after treatment, except
the social function score (Z = 1.51, P = 0.13), in the
other item scores, there were no statistically significant
differences between the group 2 and the group 3 (P <
0.0125), as shown in Table 4.
It is indicated that the group 1 at each time point after
treatment in improvements of physical function, physi-
cal role, bodily pain, general health condition, energy,
social function, emotional function and mental health
were better than the group 2 and 3.
DISCUSSION
To set the placebo control has an important meaning
for evaluation of acupuncture curative effect, and still
faces a lot of difficulties in the randomized controlled
research of acupuncture and moxibustion.7,8 All sub-
jects were told that this study aimed at comparison of
two effective acupuncture methods. The patients in the
group 2 knew that they were treated by needling the
skin, and the patients in the group 3 were unable to de-
termine whether the needled acupoint is accurate, so
all the patients considered that they were treated with
acupuncture. The results indicated that the placebo
acupuncture also had a certain effect, which is consid-
ered to be related to the patient's psychological hint.9
The curative effect of the group 1 was better than the
placebo groups, indicating the importance of the nee-
dling response (De Qi),9 which includes sensation of
soreness, distension, pressure and numbness, electric
shock or pain, and can be induced through different
acupuncture manipulations.10
According to WHO's definition about quality of life,11
individual physical, psychological and social function
gradually are used as important indicators to assess the
clinical efficacy and disease prognoses. At present, the
quality of life, especially health-related quality of life
has been widely used for health assessment of the gener-
Item
Gender
Education
Occupation
Medical insurance
Habits and customs
Family history
Western Medicine treatment
Acupuncture treatment
Psychological treatment
Man
Woman
Elementary education
Secondary education
University and above
Manual workers
Mental workers
Unemployed
No
Yes
No
Yes
No
Yes
No
Yes
No
Yes
No
Yes
Group
1
16 (26.2)
31 (37.8)
19 (27.9)
19 (39.6)
9 (33.3)
19 (40.4)
22 (34.4)
6 (18.8)
3 (27.3)
44 (33.3)
27 (37.0)
20 (28.6)
41 (31.1)
6 (54.5)
33 (29.5)
14 (45.2)
39 (32.5)
8 (34.8)
46 (34.1)
1 (12.5)
2
24 (39.3)
24 (29.3)
21 (30.9)
15 (31.2)
12 (44.4)
13 (27.7)
21 (32.8)
14 (43.8)
2 (18.2)
46 (34.8)
25 (34.2)
23 (32.9)
47 (35.6)
1 (9.1)
40 (35.7)
8 (25.8)
43 (35.8)
5 (21.7)
47 (34.8)
1 (12.5)
3
21 (34.4)
27 (32.9)
28 (41.2)
14 (29.2)
6 (22.2)
15 (31.9)
21 (32.8)
12 (37.5)
6 (54.5)
42 (31.8)
21 (28.8)
27 (38.6)
44 (33.3)
4 (36.4)
39 (34.8)
9 (29.0)
38 (31.7)
10 (43.5)
42 (31.1)
6 (75.0)
χ2 value
2.51
4.82
4.49
-
1.81
-
2.77
1.98
-
P value
0.29
0.31
0.34
0.33
0.40
0.14
0.25
0.37
0.07
Table 2 Baseline data of the three groups of patients with depression [n (%)]
Notes: group 1: a group of acupuncture dredging the liver and regulating the flow of theosophy; group 2: a group of acupoint shallow stab;
group 3: a group of non-acupoint shallow stab.
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al population and special populations, assessment of
quality of life of patients of cancer and chronic disease,
evaluation and selection of clinical treatment programs
and preventive interventions, and clinical medicine,
preventive medicine, pharmacy, health management
and other fields.12
Application of the quality of life as main indicators to
evaluation of the acupuncture efficacy on depression is
still at its infancy in China. The high-quality clinical re-
search reports based on evaluation of the quality of life
are very few.13 The assessment method of quality of life
is used for the evaluation of the efficacy of acupuncture
treatment on depression, which can more scientifically
reflect the actual efficacy of acupuncture, and help to
establish a unified evaluation standard, so as to en-
hance comparability and reproducibility of clinical effi-
cacy studies, with an important clinical significance.14
With popularity of social medical model, the current
treatment is no longer simply for pain in the patients,
but rather focuses on the overall improvement of pa-
tients' physical and mental function and subjective
health status, and the improvement of life satisfaction.
The concept of the balance of Yin and Yang in Chinese
medicine theory covers the physical, nutritional, psy-
chological, environmental (social environment and nat-
ural environment), and other many factors, as well as
the body physically and mentally maintains a balance,
which are basically the same as the latest interpretation
of the WHO's definition about health or even have a
wider range.15 Thus, the theory of traditional Chinese
culture and Chinese medicine has rich connotation of
quality of life. The concept of quality of life adapts to
changes in the modern medical disease spectrum and
interlinks thinking of Traditional Chinese Medicine
syndromes in many ways.16 Therefore, evaluation of the
quality of life for clinical efficacy of Traditional Chi-
nese Medicine can provide a more consistent evalua-
tion standard for TCM clinical trials and increase their
Table 3 Scores of SF-36 scale in the three groups of patients before treatment ( xˉ ± s)
Item
Physical function
Physical role
Bodily pain
General physical
condition
Energy
Social function
Emotional function
Mental health
Group
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
n
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
Score
39.5±2.5
39.9±2.4
39.6±2.7
35.5±2.6
35.5±2.6
36.3±2.6
34.7±2.5
34.5±2.3
35.2±2.9
35.3±2.8
35.4±2.8
35.3±3.1
37.8±3.6
37.5±3.0
37.7±3.8
40.2±2.7
40.2±3.0
40.0±3.1
30.1±3.0
30.2±2.9
30.0±2.8
32.2±2.4
32.5±2.3
32.4±2.6
95% CI
Lower limit
38.74
39.24
38.80
34.74
35.46
35.56
34.00
33.83
34.32
34.50
34.54
34.43
36.76
36.60
36.54
39.37
39.31
39.08
29.27
29.317
29.19
31.54
31.84
31.69
Upper limit
40.23
40.62
40.40
36.23
36.88
37.04
35.47
35.16
36.02
36.07
36.19
36.25
38.89
38.37
38.78
40.97
41.07
40.86
31.027
31.02
30.80
32.93
33. 20
33.18
Min
35.55
36.04
35.95
31.00
31.00
31.22
30.11
30.03
29.95
30.13
30.10
30.02
32.11
31.49
31.09
35.43
35.40
35.44
24.44
25.50
25.44
28.11
28.03
28.01
Max
44.11
44.32
44.05
39.05
39.46
39.33
39.44
38.44
39.52
39.55
39.44
39.94
44.05
44.05
44.01
45.52
45.62
45.88
35.55
35.60
35.52
36.66
36.92
36.69
F value
0.39
1.43
0.83
0.01
0.11
0.08
0.05
0.17
P value
0.68
0.24
0.44
0.99
0.89
0.92
0.95
0.84
Notes: group 1: a group of acupuncture dredging the liver and regulating the flow of theosophy; group 2: a group of acupoint shallow stab;
group 3: a group of non-acupoint shallow stab.
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Item
Physical function
Physical role
Bodily pain
General
health condition
Energy
Time point
After treatment
One month after treatment
Three months after treatment
After treatment
One month after treatment
Three months after treatment
After treatment
One month after treatment
Three months after treatment
After treatment
One month after treatment
Three months after treatment
After treatment
One month after treatment
Three months after treatment
Group
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
1
2
3
n
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
47
48
48
Score
51.0±3.0ab
48.0±3.0ab
44.0±3.0a
51.0±3.0ab
48.0±3.0ab
43.0±3.0a
48.0±3.0ab
44.0±4.0ab
41.0±3.0
55.0±3.0 ab
48.0±4.0ab
42.0±3.0a
55.0±2.0ab
45.0±5.0ab
38.0±3.0a
51.0±3.0ab
40.0±6.0ab
37.0±3.0a
64.0±2.0ab
55.0±2.0ab
48.0±5.0a
64.0±2.0ab
52.0±3.0ab
44.0±5.0a
53.0±6.0ab
44.0±6.0ab
39.0±5.0a
55.0±3.0ab
49.0±4.0ab
46.0±3.0a
55.0±2.0ab
46.0±4.0ab
41.0±3.0a
53.0±2.0ab
42.0±4.0ab
39.0±3.0a
57.0±4.0ab
50.0±4.0ab
45.0±4.0a
57.0±3.0ab
45.0±4.0ab
42.0±4.0a
51.0±5.0ab
43.0±5.0ab
41.0±4.0a
M
51.22
48.93
44.73
51.03
48.75
44.05
48.05
43.37
40.67
55.42
48.26
42.17
55.00
45.55
38.15
50.44
39.30
37.37
64.52
54.39
47.41
64.33
51.26
43.44
51.22
42.83
38.06
55.62
49.94
46.54
55.00
45.94
41.22
54.00
41.06
38.91
58.05
49.44
45.05
57.77
45.12
42.18
49.55
42.93
40.37
107.77
74.77
34.21
109.41
76.67
30.70
109.07
68.67
39.03
116.22
72.79
27.91
117.76
71.71
27.49
116.38
58.80
41.74
119.51
65.21
32.27
119.70
67.85
29.44
111.88
67.18
37.77
116.39
66.48
34.05
119.27
63.94
33.78
119.00
59.39
38.59
115.85
66.78
34.28
119.19
57.15
40.65
113.41
60.90
42.55
χ2 value
75.22
86.68
68.37
107.98
112.78
84.44
107.27
113.49
77.00
95.12
103.87
96.18
93.23
94.67
74.69
P value
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.00
Table 4 Scores of each item in SF-36 Scale in the three groups of depression patients at each time point after treatment ( xˉ ± s)
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homogeneity and reproducibility, with broad applica-
tion prospects.
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